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" DEPARTMENT OF HEAp & HUMAN SERVICES

Food and Drug Administration
Rockville MD 20857
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The Honorable Barbara Boxer
United States Senator

1700 Montgomery Street, Suite 240
San Francisco, California 94111

Dear Senator Boxer,

Thank you for your letter of January 27, 2000, on behalf of
your constituent, Mr. Alex Kononchuk, President of K & K
Laboratories, Carlsbad, California, regarding his opposition
to the proposed rules for good manufacturing practices (GMP)
for dietary supplements. The Food and Drug Administration
(FDA or the Agency) appreciates the importance of the 1ssues
raised by your constituent.

FDA held two public meetings on September 28 and October 21,
1999, to solicit comments to assist FDA’s Center for Food
Safety and Applied Nutrition (CFSAN) to understand the '
economic impact that any proposal to establish current GMP’s
regulations for dietary supplements may have on small
businesses in the dietary supplement industry. These meetlngs
were intended to give 1nterested persons, 1nclud1ng small
businesses, an opportunity to comment on the economic 1mpact
that such a proposal may have on small businesses and for an
open discussion of the manufacturing practices of small
businesses in the dietary supplement industry. 1In addition,
these public meetings were intended to fulflll part of the
outreach requirement of the Small Business Regulatory i

b Enforcement Fairness Act of 1996. The agenda included topics
regardlng the small bu31ness entities’ manufacturing practlces
and standard operating procedures for: (1) personnel (2)
buildings and facilities; (3) equ1pment,\(4) laboratory
operations; (5) production and process controls; and (6)'
warehousing, distribution and post distribution of raw,
intermediate and final products. The meetlng 1ncluded a
discussion about the verification of the identity, purlty, ‘and
composition of dietary supplements and dietary supplement
‘ingredients.
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The public comment period for this issue was open until
November 21, 1999. We have submitted your constituent’s
letter with your cover letter to the docket (96N-0147)
established for this issue. FDA plans to publish a proposed
rule on GMPs this year. Once the proposed rule is published,
dietary supplement manufacturers will have an opportunity to
voice their opinions and concerns regarding how FDA should
implement GMPs for the industry. N o '

We trust this information responds to your concerns. If you
have further questions about this or any other matter, please
do not hesitate to contact us. ‘ i

Sincerely,

'n “Melinda K. Plaisier
4 Associate Commissioner
for Legislation

cc: Dockets Management Branch
(Docket No. 96N-0147)
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Ms. Diane Thompson

HART SENATE OFFICE BUILDING
SUITE 112
WASHINGTON; DC 20510-0505 -
(202) 224-3553

senator@boxer.senate.gov
http://oxer.senate.gov

January 27, 2000

Associate Commissioner for Legislative Affairs
Food and Drug Administration

5600 Fishers Lane’
HFW-1, Room 15-55

Rockville, Ma¥yland 20857

Dear Ms. Thompson:
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Enclosed please find a copy of the correspondence Senator Boxer
received from Alex Kononchuk, regardlng proposed rules for the
nutritional supplement 1ndustry

Senator Boxer is forwarding the attached for your reV1ew and

consideration.

Thank you for your assistance in this matter.
to Senator Boxer'’s San Francisco office, Atténtion:

EJV/isn
Enclosure
cc¢: Alex Kcononchuk

No

[ 1700 MONTGOMERY STREET
SUITE 240
SAN FRANCISCO, CA 94111
{415) 403-0100

748

{1 312 NSPRING STREET

T USUITE 1748 ©
"LOS ANGELES, CA 900127
(213) 894°5000

Sincerely,

T O L Nk

Eric J. Vizcaino «
Director of Constituent Services
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Any information you can provide in response to the
concerns expressed by Mr. Kononchuk will be most appre01ated

Please respond
Irene lekah ‘

© sUITE 2167
SAN BERNARDING, CA 92401
(909) 888-8?25“
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* November 22, 1999

The Honorable Barbara Boxer~ i \ ,
Uni \_t:d Dtates Senatc TR ’ ot w*#‘”‘ a‘ g R e “’;il’,l"”:"lﬁ";‘& NI e 8 ,,,”m P
600 B Streét, Suite 2240 - - I TR :
San Dlego, ca 92&01

TSN

Dear Senator Boxer,

S
[

Please review the enclosed correspondence that we sent to the”FDA
regardlng proposed rules ‘for t e nutrltlonal supolement 1ndustry We
believe that the énd result of acceptwng these procadures would” be to
drive small manufacturers, “such as ourselves, out of bu81uess and
greatly reduce thé benefits that competltlon orlngs to consumers The
proposals are mainly being oushed by very large manufacturers seeklng to
use the regulatory process to ellmlnate smaller co petltors 1'hat would
otherwise survive in the. current regulatory 31tuatlon V o

“We respectfully request that your oFflce 1nvest1gate thls 51tuatlonwand
we hope that CoggreSS'wvll &t Lo protect: small bus1nesses such as ours _
from needless and very costly new regulatlons T ke e e

Thank you for youruaptenclon.

Alex Kononchuk
Pres1dent )

Encl.

3306 TYLER STREET - CARISBAD, CA 92008 760) 434-6044
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Dockets Management Branch (HFA-305) o f ﬁ ' 1 ‘“’§
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November 17, 1599 o j Vi‘ '  ”.f“ ‘ R

: I urge the FDA to reject the new manufacturlng practlces and use ltS’
existing authority as the need’ arlses ’ . f’””%'” C

e

LT uN WWW 0.5

Slncerely,

;1: N s,

z ) ﬂ AN R R PRI ; . .

i / : o Alex Kononchuk S /
‘ -~ e president L
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“Guality You Can Truszwm S K& K LADORATORIES INC.

November 1 1999\“
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Dockets Management Branch (H?A?BESS”“””“ St e T e “**W“’M/M%ém;%mwvs; RSP
Docket No. 96N- 0417 A ;~~

5630 Fishers Lane, Room lQélf r S }fcrrf ~§;»;as
Rockville, MD 20852 ‘ B S e

"Dear FDA Administrator,

I oppose the suggested regulatlon changes relatlve to the nutrltlonal
supplement 1ndustry outlined in the" FDA’S coniment request letter of .
September 9, 1599.  Imposing additional one-size-fits-all standards upen
the manufacturing of vitamins and related products is both unnecessary

and ultimately contrary to the best 1nterests of the buylng pub71c

The proposals are unnecessary because they address a non- ex*stent

problem. Everyday, some American dies as a result of taking’ drugs ‘that

have been approved as safe by the FDA. Ih;s is not remotely the &ase

with vitamins. The FDA already has the authority to inspect nut¥itional
supplement plants, respond to complaints, and embargo batches, af

necessary. If the FDA chooses to allocate its resources to dther o
industries within its jurisdiction, it is because ‘the problems Wit ;g;gqh
industry are minor in comparison. I belleve “that the rules are pronosec‘!"
solely to allow the FDA to intrude into the nutritional rndustry to a

degree that Congress has opposed since the Proxmlre Amendment Q ) o

The proposals will also. harm consumers because they are antl—
competitive. Large manufacturers, lncludlng pharmaceutlcal companles who
abandoned the vitamin markets as not profit worthy in the past 'and now
are buying up drugstore chalns, may have no di fficulty in adapting to
these changes. They can write a few checks and hire pe ople and’ equlpment
they don’t really need. Small manufacturers, such as ourselves could be
driven out of business by large expendltures 1mposed ‘Upon us but not
justified, considering the ‘high quality products we produce and’ sell.
Spokesmén- for one marketer domlnated trade assoc1atlon, the NNFA, "Which \

lS propos1ng s1mllar rules for 1ts ma uﬁa tur;ng members, acknowledge

attemptlng to comply
wear all the hats, yet ‘produce products of the hlghest quallty ‘We in

turn supply companles too small for the big boys to bother with. .
Competitien in price ‘and product avallablllty is in the best 1nterest of
the consumer. If at the end of the day all we are left with are General
Nutrition Stores and One-A-Day and the supermarkets, ‘the publlc ‘loses
out, If size was a v1rtue, and lack of competltlon a non- 1ssue, why 1s )

the government pursulng Blli Gates?’

-y, YL

3305 TYLER STREET - CARLSBAD, CAG2008 .




